
Agency for Toxic Substances and Disease Registry  • Consumer Product Safety Commission  • Department of Agriculture  
Department of Defense  • Department of Energy  • Department of the Interior  • Department of Transportation  

Environmental Protection Agency  • Food and Drug Administration • National Institute for Occupational Safety and Health  
National Institute of Standards and Technology  • National Institutes of Health  • National Cancer Institute  • National Library of Medicine  

National Institute of Environmental Health Sciences • Occupational Safety and Health Administration

Interagency Coordinating Committee on 
the Validation of Alternative Methods

ICCVAM Update on Implementing New Approaches to 
Evaluate the Safety of Chemicals and Medical Products 

in the United States



Interagency Coordinating Committee on the Validation of Alternative Methods

Speakers 
• Warren Casey, NICEATM

• Brian Berridge, NTP

• Suzy Fitzpatrick, FDA CFSAN

• Anna Lowit, EPA OPP

• Gino Scarano, EPA OPPT

• Emily Reinke, DoD



Interagency Coordinating Committee on the Validation of Alternative Methods

U.S.  agencies and stakeholders will 
work together to build a new framework 
to develop, establish confidence in, and 
encourage use of new approaches to 
toxicity testing that improve human 
health relevance and reduce or 
eliminate testing in animals.

• Published Jan 30, 2018

• https://ntp.niehs.nih.gov/go/natl-strategy 
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Must Start Here!

Help end-users guide the 
development of the new 

methods

Encourage the adoption of 
new methods

Use efficient and flexible approaches to 
establish confidence in new methods
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Acute 6-Pack Studies
• Acute oral
• Acute dermal
• Acute inhalation
• Eye irritation
• Skin irritation
• Skin sensitization
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U.S. Agency Requirements
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New Approaches for Establishing  
Confidence



Interagency Coordinating Committee on the Validation of Alternative Methods

From

• Centralized (“VAMs”)

• Discrete (Validated / Not)

• Stand Alone (1:1)

• Generic Applicability: 
regulatory context and 
chemical space (one size 
fits all)

Towards

• Decentralized (End Users)

• Evolving Confidence

• Integrative (Many:1, Many:?)

• Customer-Focused (Fit for 
Specific Purpose)
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Comprehensive In Vitro Proarrhythmia Assay (CiPA)

The objective of the CIPA initiative is to facilitate the adoption of a new 
paradigm for assessment of cardiotoxicity. The new CIPA paradigm will be 
driven by a suite of mechanistically based in vitro assays coupled to in silico 
reconstructions of cellular cardiac electrophysiologic activity

US FDA, HESI, CSRC, SPS, EMA, Health Canada, Japan 
NIHS, PMDA

http://www.fda.gov/
http://www.hesiglobal.org/
http://www.cardiac-safety.org/
http://www.safetypharmacology.org/
http://www.ema.europa.eu/
http://www.hc-sc.gc.ca/
http://www.nihs.go.jp/english/index.html
http://www.pmda.go.jp/english


Interagency Coordinating Committee on the Validation of Alternative Methods

Future Directions
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Collaboration between academic and private-sector 
partners to create a a comprehensive, relational, N-
dimensional “data translator” that integrates multiple 
types of existing data sources.
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NICEATM / ILS Support Staff

RTP, NC
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Questions?
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